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§ 878.3540 Silicone gel-filled breast
prosthesis.

(a) Identification—(1) Single-lumen sili-
cone gel-filled breast prosthesis. A single-
lumen silicone gel-filled breast pros-
thesis is a silicone rubber shell made of
polysiloxane(s), such as polydimethyl-
siloxane and polydiphenylsiloxane. The
shell either contains a fixed amount
cross-linked polymerized silicone gel,
filler, and stabilizers or is filled to the
desired size with injectable silicone gel
at time of implantation. The device is
intended to be implanted to augment
or reconstruct the female breast.

(2) Double-lumen silicone gel-filled
breast prosthesis. A double lumen sili-
cone gel-filled breast prosthesis is a sil-
icone rubber inner shell and a silicone
rubber outer shell, both shells made of
polysiloxane(s), such as polydimethyl-
siloxane and polydiphenylsiloxane. The
inner shell contains fixed amounts of
cross-linked polymerized silicone gel,
fillers, and stabilizers. The outer shell
is inflated to the desired size with ster-
ile isotonic saline before or after im-
plantation. The device is intended to be
implanted to augment or reconstruct
the female breast.

(3) Polyurethane covered silicone gel-
filled breast prosthesis. A polyurethane
covered silicone gel-filled breast pros-
thesis is an inner silicone rubber shell
made of polysiloxane(s), such as
polydimethylsiloxane and
polydiphenylsiloxane, with an outer
silicone adhesive layer and an outer
covering of polyurethane; contained
within the inner shell is a fixed amount
of cross-linked polymerized silicone
gel, fillers, and stabilizers and an inert
support structure compartmentalizing
the silicone gel. The device is intended
to be implanted to augment or recon-
struct the female breast.

(b) Classification. Class III.
(c) Date premarket approval application

(PMA) is required. A PMA is required to
be filed with the Food and Drug Ad-
ministration on or before July 9, 1991
for any silicone gel-filled breast pros-
thesis that was in commercial distribu-
tion before May 28, 1976, or that has on
or before July 9, 1991 been found to be
substantially equivalent to a silicone
gel-filled breast prosthesis that was in
commercial distribution before May 28,
1976. Any other silicone gel-filled

breast prosthesis shall have an ap-
proved PMA in effect before being
placed in commercial distribution.

[53 FR 23872, June 24, 1988, as amended at 56
FR 14627, Apr. 10, 1991]

§ 878.3550 Chin prosthesis.
(a) Identification. A chin prosthesis is

a silicone rubber solid device intended
to be implanted to augment or recon-
struct the chin.

(b) Classification. Class II.

§ 878.3590 Ear prosthesis.
(a) Identification. An ear prosthesis is

a silicone rubber solid device intended
to be implanted to reconstruct the ex-
ternal ear.

(b) Classification. Class II.

§ 878.3610 Esophageal prosthesis.
(a) Identification. An esophageal pros-

thesis is a plastic tube or tube-like de-
vice that may have mesh reinforce-
ment that is intended to be implanted
in, or affixed externally to, the chest
and throat to restore the esophagus or
provide pharyngoesophageal continu-
ity.

(b) Classification. Class III.
(c) Date PMA or notice of completion of

a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 878.3.

§ 878.3680 Nose prosthesis.
(a) Identification. A nose prosthesis is

a silicone rubber solid device intended
to be implanted to augment or recon-
struct the nasal dorsum.

(b) Classification. Class II.

§ 878.3720 Tracheal prosthesis.
(a) Identification. A tracheal pros-

thesis is a tubular device intended to
be implanted to reconstruct the tra-
chea.

(b) Classification. Class III.
(c) Date PMA or notice of completion of

a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 878.3.

§ 878.3750 External prosthesis adhe-
sive.

(a) Identification. An external pros-
thesis adhesive is a silicone-type adhe-
sive intended to be used to fasten to
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the body an external aesthetic restora-
tion prosthesis, such as an artificial
nose.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[53 FR 23872, June 24, 1988, as amended at 59
FR 63010, Dec. 7, 1994]

§ 878.3800 External aesthetic restora-
tion prosthesis.

(a) Identification. An external aes-
thetic restoration prosthesis is a device
intended to be used to construct an ex-
ternal artificial body structure, such as
an ear, breast, or nose. Usually the de-
vice is made of silicone rubber and it
may be fastened to the body with an
external prosthesis adhesive. The de-
vice is not intended to be implanted.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is in-
tended for use without an external
prosthesis adhesive to fasten it to the
body, the device is exempt from the
current good manufacturing practice
regulations in part 820 of this chapter,
with the exception of § 820.180, with re-
spect to general requirements concern-
ing records, and § 820.198, with respect
to complaint files.

[53 FR 23872, June 24, 1988, as amended at 59
FR 63010, Dec. 7, 1994]

§ 878.3900 Inflatable extremity splint.

(a) Identification. An inflatable ex-
tremity splint is a device intended to
be inflated to immobilize a limb or an
extremity.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[53 FR 23872, June 24, 1988, as amended at 59
FR 63010, Dec. 7, 1994]

§ 878.3910 Noninflatable extremity
splint.

(a) Identification. A noninflatable ex-
tremity splint is a device intended to
immobilize a limb or an extremity. It
is not inflatable.

(b) Classification. Class I. If the device
is made of the same materials that
were used in the device before May 28,
1976, it is exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter. If the device is
not labeled or otherwise represented as
sterile, it is exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exception of § 820.180, with respect
to the general requirements concerning
records, and § 820.198, with respect to
complaint files.

[53 FR 23872, June 24, 1988, as amended at 54
FR 13827, Apr. 5, 1989]

§ 878.3925 Plastic surgery kit and ac-
cessories.

(a) Identification. A plastic surgery
kit and accessories is a device intended
to be used to reconstruct maxillofacial
deficiencies. The kit contains surgical
instruments and materials used to
make maxillofacial impressions before
molding an external prosthesis.

(b) Classification. Class I. If the device
is made of the same materials that
were used in the device before May 28,
1976, it is exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter.

[53 FR 23872, June 24, 1988, as amended at 54
FR 13827, Apr. 5, 1989]

Subpart E—Surgical Devices

§ 878.4040 Surgical apparel.

(a) Identification. Surgical apparel are
devices that are intended to be worn by
operating room personnel during sur-
gical procedures to protect both the
surgical patient and the operating
room personnel from transfer of micro-
organisms, body fluids, and particulate
material. Examples include surgical
caps, hoods, masks, gowns, operating
room shoes and shoe covers, and isola-
tion masks and gowns. Surgical suits
and dresses, commonly known as scrub
suits, are excluded.

(b) Classification. Class II for surgical
gowns and surgical masks. Class I for
surgical apparel other than surgical
gowns and surgical masks.
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